834179

NIPPON ZOKI

#OX2021 412 AKET (BBHR BRFEETOEAMERE Ik 5 HAT)
%2020 4 AYET GRTHR ERALOZEEOHE)

dLji—xk 957|—‘lill:l

EE— AR V)L)’i&
MY A

MO A IV LZEOER]

BA&ERA /I\SYI70EIREIER

NF7270e0:5500mg "Bk,

B &=y (1~300),
ERHARR © 34, FMHIZFOR,

BXAEERRDIEERS
87625

AR EF S | 2500AMX01624000
2 i 4R B | 2013412/
BR 55 B 48 | 2013412/
% BEE B0 | 20154 6 /]

Valaciclovir tab. 500mg “Nippon-zoki”

#®2] (ROBZFICBHEE LAV &)

RRNOB 5 d HVIET ¥ 7 8 izl LB EuE O B
HEEDOH 5 EH

[#ER% - 141K]
HR5E 4 INZ 27 OE JLEE500mg [ H Af%2S
B3 - 28 INT 0 VL EEREYES56mg
(1 f&rh) (NF v zuaE)LE L T500mg)
R LO—A, JOARE P, K
RNV, ATTY VRS 7 AT T 4,
peyiIEY)] L7aXa—A, v aIT—)1400, K
)V v X— k80, MfbF% >, A
N Y
& TANLNT—T 4 V75
& A H~mdE e
=
600
n
XE3E~FK & 700mg
HMAO— K | 2131 (PTPICECEL)
[3hEE - HE]
BiEs

EIMEHREHEICH (T2 BEAILNRZ D IV ZBREEE
(B#iEs) OFREMH

wIRES
XiE
MZAILANZ OBE RIS
- RHRICEET ZFERALEDEE)

(e

ORIV X O FFIEN T B ARH O3 51T X |
D, ks A= b F OG5 2 &S
BHLNTVD, 72721, KEHEGHb Ly 7 A
JS— N F DG A DB BT, T R4
DI R SN D,

(A% - AE)

[RZ Al

BiiAEs

WH L A NT YLk LT 1 500mg% 1
H 2 #4553 %

M HATEHEIC B (7 D BFAILARZ Y A JL AR
(B$ias) ORIEMH

WEL EAIEIANT Y7 a e e LT 1 E500mg% 1
H 2 [\l M R R A AT 7 H Al & 0 fifT%35H £ ¢
RO 3 %,

wIRTES

WE. AIZIZANT Y7ok LT 1 E1000mg %
1 H 3 m#&EOHS3 %,

KE

W, A AT Y7 a e s LTl R1000mg %
1 H 3MEO#%S3 %,

MEEEAILNZ DB MG

WH. A NT Y7 a e LT E500mg% 1
H1EREORSG T4, 28, HIVESEDEE (CD4
) UOREREL100/mm’ L L) 12id s vy ra ek LT
1 [E500mg#% 1 H 2 B 5-3 5,

(/]

Biias

. REAOkgPL Eo/NBIZIZNT Y7 uE )Lk LT
1 [A500mg#% 1 H 2 lﬁlﬁlj?xb}@_éo
EIMERHRIEAEC B (T 2 BEFIANILNZ D 1 IV ZBREE
(BfifED) ORI

HWHE . ARE4AOkgL Eo/RNBIZIENT 7o e LT
1 [01500mg# 1 H 2 [ol& meiifa R i fa T 7 Har & 0
FEfT435H F CRIOS- T 4.

wiRTES

WH . AREAOkgL Eo/NBIZIENT 7o e LT
1 [A11000mg#% 1 H 3 R4 5-9 5,

K=

W REAOkgLL EO/NBIZIZNT Y2 nE )L LT
11E11000mg % 1 H 3mI#R 1853 % o

MESEA LN Z DB NG

W REAOkgL Eo/NBIZIINTG Y7 aen e LT
1 \I500mg#% 1 H 1 M OHR5-9 5. &8, HIVESE
FED B (CD4') » /3ERE100/mm’LL E) 121335 &
sa)Le LT 1H500mgz 1 H 2 BFEECOHG4 5,



Bk - BRCEET AERALOEE) ;
DL RIEEEBAFICBV T, HEAVRADOFERE
B A % B LTV 2 BRI AT b7
HaiZix, 1R500mg L H 1 M# S (PEaz~ v
NZOFFEMHEN AT 2 HE: - HE) 26 1}
500mg 1 H 2 [H#%5- (HALEE OHEEITT 5 |
HE: - HE) ICEE S22, BlHRIILEIC]
JE L 1IE500mg 1 B 1 a$%5 (HEgR~ VR A0
FEHIHNC 32 HEE - A=) ODEF#EJ%%FEETE
HZlo Tl HEIENIN L TAKZHS L
TV RIS b b S HENIHIEE D &9 X
) R BEICH L CUE, ERICIE LT
250mg 1 H 2 [A31E 1 [[11000mg 1 H 1 4517 |
EBHSHZEEEETH L 5
2. BEEDD L BFH I HFREDKT L T2 H]
F. EEE T B ROBIER D S b |
NRTVOT, HGMBLERYT 5% EEET
bl B, AROFRGERLHRTHMEOH |
RIITROEBY TH Do Tz, MEEN %% |
T TV B EEITH L CTiE, BEOERAE, KHE |
LERERIZE L, 2 VT F=2v 2075
Z10mL/minAif O BHZ & ) & 5125 (250mg |
ORI S5) THZ LR EETH I L, 720
MLFGEAT B I IZ BN RIS T2 2o b,
HHEELHTL2MNIEEIIBT 2 RKFOHT |
=, BGMBEAEO BRI L Th v,
(MEESLG ), TEELEARER] [HEihE |
O] RO [#ES ] OHBH) ’

JLTPF=>UF7Z>ZX (mL/min)
=50 30~49 10~29 <10

BiES/
&M
Rzt
BlT38
AL |500mgZ  [500mgZ  |500mgZ  |500mgZ |
A AV | 12W A | 1205 | 244 | 24F5R 9 |
R RERRE ’
(B
) DRIE
Hoil

H RS | 1000mg% | 1000mgZ | 1000mg% |500mg% |
/KIE | SRERIME | 12RERIAE | 24RERIAE | 24R5R 4R

500mg#%  |500mg#% |250mg%  |250mg#%
4MEEE | 2ANERIEE | 24REREE | 24FFRIHE |
%B. HIV | %B. HIV |28, HIV |28, HIV :
BAGED | BEIED | EIED | BEYED |
B (D4 | % (CD4 | % (CD4 | (CD4 |
UV OSERE | ) v SERER | ) v SERER | ) v oSERRR |
100/mm’ 100/mm’ 100/mm’ 100/mm’ :
BBz, | Bl iz | Blb) iz, | Blb) iz,

500mg#%  |500mgx |500mgZ  |500mg%
120 R4 | 12W5R 4 | 4B | 24RER 4

i
ANJLRZAD
BRIE

FFREEOSH LHBETLNT Y 2 a8 Vid+510 |
TYrUEMIERSND, BB, FEEDD |
% BE CORREHRRIIES T, ’

[ERLEDEE]

1.EERS (ROBEICIIERICBE5TSIE)

(DEBEEDD 5 BH FEEERSEYR D H bR
T, ((HEE - HEICEET 2 LoikE) &
O TEELZERNEE] OHSH) ]

&g DEHREREDS D S5 b3 v, ((H
7 HEICHEES 2 EoER) . [EEREAR
MEZEIR D [EfE 0L ] OESH) ]

2. ERLEFRNERE

(DFRNRE - BYRAK LiE S - - He <5
L7=%a ., RAFRGHOT7 70 CVIgEIR, 7
DO UVRORARGEL D DENI Enb,
BEHORBICEET 22 b ([ EE R EARME
H(7)] OHEBH),

IRFIOF G2, RN T T ER R T
EL0T, BICHG2HGT A2 L, B, H
T LT, wmREEOHEICB W TIRE %
5 HUIZ, 72, KEDBEEIZBWTIIREH
B2 HUNICHRG 26T 2 Z LD F L,

(3)HAJEIE DIHBRICBWTIE AR %2 5 HREEH L.,
WEOR LA SN wh, HDLWITET LY
A MBOHEBEIC N 2 B2 L, 72720, #)
FRPEIR ANV RAGEELT 25 E60H 5729,
RANZ10H ) F CREFWREE 3 5,

(AN DK DB BNTITARK 2 5~ 7 HIH.
INB DK DIEFEIZ B\ TIEARK] Z 5 H
L. SEOIRLBESN RV, HEWIFE[LT
LI, MOBFEICI N BRZ L2 &,

(5FFIRIEZE ORI BW TR AR %2 7 HRIEEH L.,
WEORLAR O NV, HDVITELT 2
BIZIE, OB D B2 D 2 &,

(6)AHKINC & B EERREAIN A OFFFEIPHIFEE L. Mo
NIVRADSIER# ) BT BE (REEEERAIC
BTk, BBORE6 ML EOMHETHIET S
H) AL TIT) 2k, Fo. REIE 1AM
%, BEGHRREOVENEIZOWTHRETT 5 2 &AM
TEIND,

(TARFNOEERFY CTH DT v 7 0 EVOBRERD
BEID L 723560 12 0& . SRR E IR o B R BE I %
BT bl E . BEEOD L BE ILE
BEREDMER T L T3 BE, BmEIZBWTiE, R
FOFG- MR OB S22 L. BEOIREZ
BIRL O EEICHEGTHI L, B, —i&IC
A EE R T AR OG- I X 0 [IfES %,
((H: - HEICBEET 2 HH EodsE) RO [#
=BG OEZBMH)

(B)FFEEDH 5 BH AT EFEEIETLTWDEE
. EEE, KERBESORAKEREBZ LT
WEEZ BNLBETIE, RHOHEGHIL#EY) 7%
KGHHFEEATH 2 & ([ERENOHGJOHSHE)

(KB DHEBIZ BT, EEES. 3R RR
7 EDORIERREDIRT L2 BB IR A% K
DA EIIRES. LT e vy (HERRRERAS 70\

107K & DG BT B RH O FHFEER LA 7 72
B R & KR OBHEICHW 2 5E121E. H#E L
DE L fEREEZ IR L 5352 L,



WEHBEESERDHHDLNLZ EDHLHOT, HEJHE
DIEFREE, Gl Z ) B ORISR T BRI
WBEET AL BECTHICHHEATAZ L B,
EREREEE R E T, FICEREESTH S Db
RTVOT, BHEOIREBIZL > TRRIEFHSE LW
IoFETAZ L ((HEE - HEICHET 5
FoirE) OEBE),

3. tHHEAEH
GHREE (BIRICEETS L)

EH=E

FRRRAEIR - BEHE

#®rr - ElRET

PA=RES
K

RHFNOFEEAH O 7
271 YOV oA
mSi, 7¥r7aE
D -3 11 5 rp R A
T (AUC) 7748%
BN 2 & OREDIH
%o (1)

7a AN Y R R
A B A OATL e OF
MATELl % fHZE $ % 72
O, HEREwo T >
70 OV OB
fMlahsbEEzbN
Z)O

DAFY

KRHFNOFEHEAH O T
271 L OHEEAHED
flEn. 7> 7uenro
AUCS27%¥8 N3 % &
OMENDH S, (1)

3AF Y TR
WAZEHH0AT1. MATE]
K O"MATE2-K % BHE 9
B0, HEREY O
720 o e
PR END EE 25
N5,

a7z

J — ViR
€7z

FIL

KA OEHERB IO T
TruvEopEiIc
Iy, 7yruv ik
NIa7x/—)VEE
E 7 = F VB O
ME2SEH S, WO
AUCH T % & ¥
s b, (GE1)

EHERBWOT v 70
ki azxz /=)
B 7 T VREHY
DR W CHEE T
HLEILND,

TH74
>

AFNIOFHERB IO T
TruvEopEEIc
I, 7740
FREERDY D H bt b
ZEDRH DL,

I AT H 5 A,
KHEIOFEERH O T
o aU VR Tt T A
o HET S
72T F 741 ol
HUEEN ERT LI &
MEZ NS,

GE1) FRICERREET OWRMDY S 5 BE (EiEE) 12

FEEICHRG 5L L,
4. BER
ARFN LA BRI A5 O B S B AHEE S & 72
B AT Ehi L TR\,
(WEX&EBIER
KDL IERPTNIZHEDPNDLZEDHLD
T, BIZZ2 7147V, BEDRRO bN2gGEIC
X, TG EFIET AR EBEYREEITH 2 &,
NTFF745F%2 =399, PF747%9—
éﬁ%@ﬁ\M§ﬁE%)@%ﬂW®
2) AIMmEKR A . HFERERGE. M/MRRD. BiEH
mEANEEERS (DIC). M/ MR E%BE
" HEAH)
3 AMEBREE., REEHEEMERX BEAH)

DFEHBRER CEIERT) © GRS ().,
AT, TR G ML R, TADASR

P PR, BNE S

5) hE R R IRSERIEAE (Toxic Epidermal Necrolysis
: TEN) . B ¥ EAEARAE(% 3 (Stevens-JohnsonfEfRE)
(BHFEEANHA)

6) FFOR I, MIEIR (BHREEAH)

7)EEMRR (HEAR)

8) IR, FFeeREE. |E (HEAW)
0) MRER CHEEAH)
(2)2 DALDEIERA
RD L) BIERDB D EOND ZEWVHHDOT,
WHRRO HNTEIE, WEIIRG 2R
%7 WY REEIT) 2 Lo
BlIfER (BEEFTH)
8. FIRE. RE. JERLREBUE

BEE (E2)

FE R R RERR A O 157
JHIbER Wi, Wi, JEEANBUR, TR,
FEEEER oI, B, EEET

B - mbREs |EEE, PR, KA
(F2) CokH) ARG ETETL L,

5 SAENDES
RENZ AGEACH I O 7 > 7 0 C VBB S -1k,
F & LTI SHEME S A A%, EiE Tl B RE
PETFTLTWDEZEDNLVOENT Y7 a LD
MHEERT 2 BENDHLHDT, HG5HEx
FEL, BEORBEZBLE L 206, HEICKET
52 ((Hik- HEICHEEST 2 LoFER) K
O [EELZERNEE] OESBH), /2. XFO
Be G-i @) oK ik 2179 2 &

6. iTiF. FER. RILFBEADHRE
(DEEIR ST IEIR L C W 2 W RO & 207 Ni2iE. R

W EOF RN ERRMEE BRI S LR SN D54
WOAREGTHI L,

RSO T > 70 ENIZBWT, BIWFEE
(9w b) OHFRION BIZ, BEWICEEED D
bbb KE (200mg/kg/dayll b)) = F T4 5 L
7o EBRTIEL JRIBICHER R R OEEIRD H L
s s TWn5b,]

(IARFNC X 2 MR~V R B EE I o IR
L. ZO% S REEE 6T 726 ORI
LTwWi,

(EFLIFAOFR G-I ZEEI/TH) 2 &,

(RF Gt HHEARHYO 7> 708 )uhe b
FLHHARBITT A2 EAME SN TV 5]

7. NREADERS
AR, B R OEFLIE IS 3 2 e a3
LTy (R ARE R, FraEicxh LCidfl
F#EERD 7 < FUBICX L QI HARER DD 7)o
[EBWFEE: (T2 F) TNI 70N zkO%S
L7zt EOEMRBWCH L7 > 7 u LV OgFER
. EEREN IR TAE B TR E W & A
ENnTwb,]

X8 BERS

#fR, ERK  AFOBERTICE), ATEBES,

FEAREIR (BEEL. XUR. OBk, BRI, el

&) PEHEESINTEB Y, WA - W53 5 1] hE

HbHEZLND,

B, TNHHEFNIE, Y RRER G TR

o2zl BmERG OIREE & 7 o B EE R

IEERE BT A6 &FE N Tz,

WE - FEHORB A EERCBIZET 52 L, MiE

Wrck), 7o 708 nziiih L BETLIER




TELDOT, WEHRGIZ L VIERDEH L 28413,
WED—D L L CIMENT * EBT 5 Lo
9. BAENEE
(1)BR FA B
DAFNTEHEOEARZD 72, a—T74 0 7%
L CTWAHDT, Al EORT I & LR
HHI L,
DARFN % KA WHAIZIZLODOKTL T
o, RHEELZ &,
(2) &3 1B
PTPELEE D IEHIPTPY — b2 HHLY M L THRH
TAHEIICIREST S L, (PTPY — F DB
L0 B AEDTEER AT A L B2 135
Lz B LTt S omE R AHES 5T
BT ENHEINTNS)
10. ZOMOEE
(L IcBW T, AFOEHE BgH) % Hw,
BEEOREREES T EHIVIRYSE B E)
2B 5 CMVIEGIE T B 12k 3 2 BR R BR AT 5
SN TW5be TOREBRIZBWT, KA ELHH
272 ) 5 SN BE T, BASE, BUNILETE
MPEE R IR A (& Z1I2PE3E) DA
HDOLNT WD, 720 IS DIERITAH OF
Bz cuinE UERRER, SHESE AT
LREBIZBVWTHEIANEDO LN TV D,
(2)AmesikBR I N7 v b & WA NG G 0 R 525 Bk ©
R TH o 7205, ¥ AEE/MEREBTIE. &
& (%5, 500mgkg. 737 0E)LDE b
IMAE R D26~51F54H24) 12 B\ T/ME B
JEOREEMA ROz /20 YT AN VT 4 —
M A 7B T 2R AR T, EHG
PEAL R DFEAE T T1000 1 g/mLEL_E DR 12 B W
THWERHE (ERao=—HEOMN) %R
L7

[ZEENEE]

EMFHIE MR (@©)
INT 7 B EVEES00mg [ H AR ] L EdERH 2, 7o
AF ==L ) ENENLEE ONT 2L E LT
500mg) fERE R AT T LM L H R P G- L CainEE s 7 v
JUHENVREEEZHEL, HOoNEYBENNT X —F
(AUC.Cmax) {222 T90% EHE X M 1 TRERTH#T 2 17 -
75, log (0.80) ~log (1.25) D#EEFHNTH V). MHID
AWy 0 R S SRR S 7z

HFENFA—F | BEINFTA—4

AUC,.,| Cmax | Tmax t.,0
ugehr/mL | ug/mL hr hr

NZ20EEE | 1013 291 1.83 2.8
500mg [EAN&ER| | £247 | =075 | £062 | =0.3

FRAERH| 9.80 2.84 1.89 2.8
(€%, 500mg) 259 | £083 | *0.63 | *0.3

FIfE + B (0=18)

4
z e ST YAEILER500mel HARE)
$ 3+ —-o-- EEAERIA] (Sl 500mg)
>4 PIfE = FRERE (n=18)
7 27 \\\
I:I \\\
E A
Jb A
E

ug/mL
0 L L L L I
0 2 4 8 10 12

6
B¥E hr

AR EEIE NIZAUC, CmaxZFED /8T A — #1%, BbEE O FIR, 1§
DRI - B S DO FRIRAAE I L > THRZ DR D 5o

(FxhgEE]

PIANNVNRAT ANV AEETH ), HAEE, wiREE. K
EIEMTH 5o
REOEERBW CTH LT 7 MIE, AVRAT A )
ADFEOF IV FF—PIZ Lo TY VAL S IIEHEAL T
ruev=) YiRELD . THADNAKRY X T —EEH
Eg LI, TANVADDNAICIY ATNTT ANV AD
DNASHE % BHE§ %, IEHE AR TIE) Bk
VDT, A NVAIKT HERNLHEEEZRTEEZHN
%o (@)

(B0 ICEEd BB L ZAYA R )

—#& T 2 s o VIR
Valaciclovir Hydrochloride

1t=%4% 1 2-[(2-Amino-1,6-dihydro-6-oxo0-9H-purin-9-yl)
methoxy]ethyl L-valinate monohydrochloride

BER 0 NH2 CHs
N 5
ﬂl\)i \> o‘J_<CH3 * HCI
N o
HzN N N Vat
o
BFI  C3HyNO, - HCI
SFE : 360.80
MR N Uy o CEOVEEERE I e~ 1 o fE S
DK TH 5o

KIZHETFR$T L, T8 7 — )b (995) (2D THE
T2 < v 0.05mol/LIG BRI AT 5 o

[BURWV EDEFE
REMHER ®)

et R Ban & 72 E SR (40T, HIxHREZT5%. 6
I H) OfER ARFNLEE O IE T2\ T 34EM%E
ETH D EHHEI S NI,

[ %]
PTP : 428 (68EX7)

[EEXHE]

O/NF ¥ 7 1 EVE500mg D A W 1 7 Se k3R 12 B 3 %
EE AR R, 2012 &R S VCV-S-01

@ +-BoiE HASE R 7 E, €-3929 (B&)1155)52016)

@/NT ¥ 7 v U VEEB00mg D% e M BRI B3 4 &R - 1N
BEE 2012, BHRFET VCV-S-02



o [STRFEKR )
Mpmypht LTS T8 SHEOHIT TR
TER 72 &,

A AR SEE <370 oMRED

T541-0046 AP SRIXPEHT 4 TH 2% 3 5
7Y =& A4 0120-630-093

ik 06-6233-6085  FAX 06-6233-6087

SAFEER 9:00~17:00 + - H - #H%Z&L
AR—2LR—  http://www.nippon-zoki.co.jp/

o » OAIBISBUmRRTNE AL

ABRTHARRFHHATHEIS
wannr  RFJ)TCIRIEAL
HEAEREELEmHERAES560
2021 12-08




